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Claims : 

1 . (Currently Amended) A pharmaceutical fomiulation for pulmonary administration 
a Dowder . the phamiaceutical fonnulation comprising: 

particulates somprising rnnsiRtina essentially of a« active agent ^rt i clo particles 
in a fihosBhoHfiid ^}p^4^natrix, th ooct i vo agent hav i ng a colubi l ity in wator of l o f i ff thfin 
^_Q^„^ y,hftn» i ^ the active p nBnt particles are dispersed throughout the phospholipid 

matrix: and 

wherein at Jeast 90% of the active agent particles in tho pharmocoutical 
formulation have a geometric diameter less than 3 pm and wherein the particulates 
have a mass median diameter less than 10 3© pm and a bulk density of less than about 
0.5 g/cm ^ 

2. (Currently Amended) A pharmaceutical formulation according to claim 1 wherein 
the particulates have a mass median aerodynamic diameter less than 4©-Hm ai23},!lM. 
um . 

3 (Currently Amended). A phamnaceutical fomiulatlon according to claim 1 wherein 
the p jrti c ul^t oo hnvn m^^" m,,H;->n rii<imn«rr Inrr th -i n q i i m a formulation emitted 
dose is at least about 93 percent 

4. (Currently Amended). A pharmaceutical fonmulatlon according to claim 1 wherein 
jt lojc t 0 5 °C of tho cic ti vn nj-^n* p-^rfj^ifp h-i^^n n gonmotrio diamotor l ooo than 3 um a 
formulation fine particle fraction of less t han 3.3 um is at least about 72 percent . 

5. (Cun-ently Amended) A phamnaceutical formulation according to claim 1 wherein 
Qt l oaot 60% of tho active agent port i olco havo a goomotrio diomotor botwoon 0.6 pm 
and.a-pm the formulation exhibits an Q stwald ripenino as depicted in Fig 1 . 



2 



PA(£4f22'RCVDAT9l11/2007 2:13:46 PM[EasternDiiyliglitTiine]'SVR:USPTO{F](IV-^^^ 



09/11/2007 11:13 6506206395 



NEKTAR 



PAGE 05/22 



Serial No. 10/750.934 
Docket No. 0101 .00 

6. (Currently Amended) A phafmaceutical formulation according to claim 1 wherein 
jt lo3ct 50% of t h" -^^i" " -'g""* pirt i r in r h n vQ a gpometric diamotor botv>foon 1 \im a n€l 
■^■^ tho fr^rm, .lation provides f p r thp rlftliverv to the lunq Of a dose of at least a^QMt 5 
ma in a sin nle inhalation. 

7. (Original) A pharmaceutical formulation according to claim 1 wherein the lipid matrix 
comprises one or more phospholipids. 

8. (Cun-ently Amended) A phamnaceutlcal fomnulation according to claim 1 wherein 
the lipid matrix comprises one or more of dipalmitoylphosphatidylcholine. 
f|jf>tftr"y'r'^"^P^'-'^''^li''^^^l'"'^ distearovlphosDhatidvlcholine. 

diarachidoylphosphatidylcholine dibehenoylphosphatidylcholine, diphosphatidyl glycerol, 
short-chain phosphatidylcholines, long-chain saturated phosphatidylethanolamines. 
long-chain saturated phosphalidylserines. long-chain saturated phosphatidylglycerols, 
and long-chain saturated phosphatidylinositols. 

9. (Original) A pharmaceutical fomiulation according to claim 1 wherein the particulates 
are hollow. 

10. (Original) A pharmaceutical fbnnulatlon according to claim 1 wherein the 
particulates are porous. 

1 1 . (Original) A pharmaceutical fomiulation according to claim 1 wherein the 
particulates are hollow and porous. 

12. (Currently Amended) A phamnaceutlcal formulation according to claim 1 wherein 
tho pharmaooutloa l fbrmulation hoe a bu l k donc l ty of looc than 0.5 g/cm*the active 
agent comprises tobramycin . 

1 3. (Original) A phannaceutical fbmfiulatlon according to claim 1 wherein the 
pharmaceutical fonmulation has a built density of less than 0.3 g/cm . 
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1 4. (Original) A pharmaceutical formulation according to claim 1 winerein the 
pharmaceutical fomiulation has a bull? density of less than 0.2 g/cm'*. 

1 5. (Original) A pharmaceutical formulation according to claim 1 wherein the 
particulates are in dry powder fomn for aerosolization in a dry powder inhaler, 

16. (Original) A phamiaceutical formulation according to claim 1 wherein the 
particulates are suspended in a propellantfor aerosolization in a metered dose inhaler. 

1 7. (Original) A pharmaceutical fonnulation according to claim 1 wherein the 
particulates are suspended within a liquid for aerosolization in a nebulizer. 

18. (Original) A phanmaoeutical fonnulation according to claim 1 wherein the 
active agent particle is crystalline. 

19. (Original) A pharmaceutical fonnulation according to claim 1 wherein the 
particulate further comprises a polyvalent cation. 

20. (Cun^ently Amended) A pharmaceutical formulation according to claim 1 wherein 
the active agent has a solubility in water of less than [[0.1]] 1^ mg/ml. 

21 . (Cun^nlly Amended). A pharmaceutical fonnulation according to claim 1 wherein 
the particulates are formed by spray drying with a blowing aaent 

22. (Original) A phamiaceutical formulation acconiing to claim 1 wherein the 
Insoluble active agent comprises an antimycotic agent. 

23-37 (Withdrawn). 

38. (Cun^ently Amended) A phamiaceutical fonnulation for pulmonary administration, 
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the pharmaceutical formulation comprising: 

particulates compricing -in ron^i^tino essentially of active agent amphotor i c i n B 
partiolo particles in a lipid matrix .nm prteinc a phosnhnlipid, the active agent having a 
o»|l.hiiit Y in water of less th^n 1 0 ma/mi and wherein the active ?qent particles are 
rilsperaed throughout the p hospholipid matrix; and 

wrtierein at least 90% of the amphoterlGin - B active aflent particles ifl4he 
pliamiaGDutlcaiformiilntinn have a geometric diameter less than 3 pm and wherein the 
particulates hminw and/or porous, and have a mass median diameter less than 20 
|.m ^ hnik HensHv of les ^ ♦h:.n ahnut 0.5 and a mass median aerodyngmic 
ritemeter less ^han about 2.6 um. 

39. (Currently Amended) A pharmaceutical formulation according to claim 38 wherein 
# w part l ou t atoo have a mace modlon d i amot n r I n nn thnn 1 0- | i m the fbrrpu^tl9n provjdes 
for the deliverv to the lung of a dose of at lea st about 5 mo In a single inhalation. 

40. (Original) A pharmaceutical formulation according to claim 38 wherein the 
particulates have a mass median diameter less than 5 pm. 

41 . (Currently Amended) A pharmaceutical formulation according to claim 38 wherein 
ot l oQot oomo of tho pqrtioulatoo comprioo a plural i ty of amphotoricln D partio l oc in o 
lipid^..^ g fr^rniiilation fine oarti nlP. fraction of less than 3.3 pm i? at j^^gt aljout 72 
percent . 

42. (Cun-entiy Amended) A pharmaceutical fomrtulation according to claim 38 wherein 
th o j m ph otc ri ci n B p nrtinl-n ^"/"t-mn^ thA formulation provides for the deliveiYto 
the tuna of a dose of at leas ^ about 5 mo in a single inhalation. 

43. (Cancelled). 

44. (Cun-ently Amended) A phamiaceutical fomnulation according to claim 38 wherein 
the lipid matrix comprises one or more of dipalmitoylphosphatidylchollne. 
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di cto ro^;^ p hTTfip^?^''^^y'^^^^"°ft Histearoylphosphatidylcholine . 

diarachidoyiphosphatidylcholine dibehenoylphosphatidylchollne. diphosphatidy) glycerol, 
short-chain phosphatidylcholines, long-chain saturated phosphatidylethanolamlnes. 
long-chain saturated phosphatidylserines. long-chain saturated phosphatidylglycerols, 
and long-chain saturated phosphatidylinositols. 

45-46 (Cancelled) 

47. (Original) A pharmaceutical formulation according to claim 38 wherein the 
particulates have a bulk density less than 0.3 g/cm^. 

48. (Original) A pharmaceutical fbnnulation according to claim 38 wherein the 
particulates have a bulk density less than 0.2 g/cm^. 

49. (Original) A phannaceutical formulation according to claim 38 wherein the 
particulates are in dry powder fomi for aerosolization in a dry powder inhaler. 

50. (Original) A pharmaceutical fomnulation according to claim 38 wherein the 
particulates are suspended In a propellant for aerosolization in a metered, dose Inhaler. 

51. (Original) A pharmaceutical formulation according to claim 38 wherein the 
particulates are suspended within a liquid for aerosolization in a nebulizer. 

52. (Original) A phannaceutical formulation according to claim 38 wherein the 
particulates further comprise a polyvalent cation. 

53. (Currently Amended) A pharmaceutical formulation according to claim 38 wherein 
the particulates are fornied by spray drying with a bktwinq aflent. 

54. (Currently Amended) A pharmaceutical formulation for pulmonary administration, 
the phamnaoeutical fomnulation comprising: 
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particulates comprising an amphotericin B particle in a lipW matrix comprisipq 9 
phn^phnii piri wherein the ^mnhntericin B p?irticl<^^ have a soli ihility in yyater of iess than 
1 n ma/ml. and are dispersed throughout th e phosDholipid matrix, and; 

wherein the particulates are hollow and/or porous and whoroin tho part i cu la t es 
have a mass median diameter less than 20 Mm, a bulK density of less than abo^ 0.5 
n/p.m^ and a mass median aerodynamic di ameter less than about 2.6 .mn- 

55. (Original) A pharmaceutical formulation according to claim 54 wherein the 
particulates have a mass median diameter less than 1 0 pm. 

56. (Original) A pharmaceutical formulation according to claim 54 wherein the 
particulates have a mass median diameter less than 5 \im. 

57. (Cancelled) A phanmaceutical formulation according to claim 54 wherein at least 
some of the particulates comprise a plurality of amphotericin B particles in a lipid matrix. 

58. (Original) A pharmaceutical fomiulation according to claim 54 wherein the 
amphotericin B particles are crystalline. 

59. (Cancelled) A phanmaceutical fomnulation according to claim 54 wherein the 
lipid matrix comprises one or more phospholipids. 

60. (Currently Amended) A phanmaceutical fomiulation according to claim 54 wherein 
the lipid matrix comprises one or more of dipalmltoylphosphatidylchollne, 

d i rrtnrnylphiinphr*'^y'^^"^""" ';^h^'=>'^'^ Y'P'^QSP'^^'^v'o^""^ ' 

diarachidoylphosphatldylcholine dlbehenoylphosphatidylchollne, diphosphatidyl glycerol, 
short-chain phosphatidylcholines, long-chain saturated phosphatidylethanolamines, 
long-chain saturated phosphatidylserines, long-chain saturated phosphatidylglycerols, 
and long-chain saturated phosphatidylinositols. 

61. (Cancelled) 
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62. (Original) A pharmaceutical formulation according to claim 54 wherein the 
particulates have a bulk density less than 0.3 g/cm^. 

63. (Original) A pharmaceutical formulation according to claim 54 wherein the 
particulates have a bulk density less than 0.2 g/cm . 

64. (Original) A pharmaceutical formulation according to claim 54 wherein the 
particulates are In dry powder form for aerosolization in a dry powder inhaler. 

65. (Original) A pharmaceutical fomnulation according to claim 54 wherein the 
particulates are suspended In a propellent for aerosolization in a metered dose inhaler. 

66. (Original) A pharmaceutical formulation according to claim 54 wherein the 
particulates are suspended within a liquid for aerosolization in a nebulizer. 

67. (Original) A phamiaceutical formulation according to claim 54 wherein the 
particulates further comprise a polyvalent cation. 

68. (Cun«ntly Amended) A pharmaceutical fbmnulation according to claim 54 wherein 
the particulates are formed by spray drying ^Vn a frlywing ggent. 



69-83 (Cancelled). 
84-1(>2 (Withdrawn) 

103. (New) A pharmaceutical fomiulation according to claim 1 wherein the active 
agent comprises ciprofloxacin. 
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